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INTRODUCTION
Ankle sprains are one of the most common
musculoskeletal injuries. In the Netherlands an
estimated 600 000 people sustain ankle injuries each
year. Roughly half of these people visit GPs or, on their
own initiative, emergency departments.1 In Dutch
general practice there is an incidence of 12.8 ankle
injuries per 1000 patients per year. Experimental
studies of ligamentous healing indicate that gradually-
increasing and functional load exercises stimulate
healing and increase the strength of ligaments after
injury.2–4 While injury to the ligaments may result in
decreased mechanical stability of the ankle,
neuromuscular deficits are also likely to occur as a
result of injury to the nervous and musculo-tendinous
tissue.5–7 This may also result in an unstable ankle,
which can lead to re-injuries and a feeling of ‘giving
way’. Balance training as part of rehabilitation may
restrict the occurrence of functional instability and
improve postural control after ankle sprains.8–10
Several reviews indicate that conventional treatment
(early mobilisation, including mobilisation instructions
and early weight bearing combined with or without the
use of external support) is the preferred treatment
strategy.11–16 External support used is tape, bandage,
or a brace, but never a plaster cast. At present, this
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Background
During the recovery period after acute ankle sprain, it is
unclear whether conventional treatment should be
supported by supervised exercise.
Aim
To evaluate the short- and long-term effectiveness of
conventional treatment combined with supervised
exercises compared with conventional treatment alone
in patients with an acute ankle sprain.
Design
Randomised controlled clinical trial.
Setting
A total of 32 Dutch general practices and the hospital
emergency department.
Method
Adults with an acute lateral ankle sprain consulting
general practices or the hospital emergency department
were allocated to either conventional treatment
combined with supervised exercises or conventional
treatment alone. Primary outcomes were subjective
recovery (0–10 point scale) and the occurrence of a re-
sprain. Measurements were carried out at intake,
4 weeks, 8 weeks, 3 months, and 1 year after injury.
Data were analysed using intention-to-treat analyses.
Results
A total of 102 patients were enrolled and randomised
to either conventional treatment alone or conventional
treatment combined with supervised exercise. There
was no significant difference between treatment groups
concerning subjective recovery or occurrence of re-
sprains after 3 months and 1-year of follow-up.
Conclusion
Conventional treatment combined with supervised
exercises compared to conventional treatment alone
during the first year after an acute lateral ankle sprain
does not lead to differences in the occurrence of re-
sprains or in subjective recovery.
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conventional treatment is known as usual care.
Systematic reviews by Ogilvie-Harris and Gilbart,12 and
Kerkhoffs et al15 report that there is no existing
evidence for effectiveness of physiotherapy as a
treatment strategy for acute ankle sprains. Even more
precise is the conclusion of a systematic review by van
Os et al17 which reports that there is limited evidence
from randomised controlled trials that conventional
treatment combined with supervised rehabilitation
training may be superior to conventional treatment
alone as a treatment for acute injuries of the lateral
ligament complex of the ankle. It is unclear whether
conventional treatment should be supplemented with
supervised functional exercises to decrease the
feeling of ‘giving way’ and, more importantly, to
decrease re-sprains in the long-term. All three
systematic reviews advise to conduct an randomised
controlled trial on this topic.12,15,17
The present prospective randomised study
compared short- and long-term effects of
conventional treatment alone with those of
conventional treatment combined with supervised




Patients who had an acute injury of the lateral
collateral ligaments of the ankle and who presented to
one of the 32 participating GPs or at the emergency
department of the local hospital in the same district
between March 2002 and December 2003 were asked
for informed consent to participate in the trial. Patients
with a lateral ankle sprain were eligible for the study if
they were aged between 18 and 60 years and their
first visit to the physician was within 1 week of injury.
Patients were excluded if they had a history of an
injury of the same ankle during the previous 2 years or
if they had a fracture of the same ankle.
Study design
The GP or physician working in an accident and
emergency department carried out a standardised
clinical examination. Occurrence of swelling,
haematoma, location of the sprain, and anterior
drawer sign were reported. In addition, the physician
estimated the severity of the injury. Categorising
severity was based on clinical findings (stability,
intensity, and location of swelling, pain, and
haemorrhage), and graded according to three levels:
grade I mild, grade II moderate, and grade III
severe.18,19 If considered necessary based on the
Ottawa ankle rules,20 radiological examination was
performed to confirm the absence of bone injury.
After informed consent and after acquiring
baseline information (questionnaire and clinical
findings), each patient was randomised by a blinded
and independent research assistant, making use of
sealed envelopes which contained computer-
generated randomisation cards, into either the
conventional treatment group or the physical therapy
group. Randomisation was stratified for setting
(general practice versus emergency department) and
severity of the injury (grade I and grade II versus
grade III) with a block size of six.
Treatment
All participants in both groups received the same
conventional treatment from their physician who was
not aware of whether the patient undertook additional
supervised exercises. Conventional treatment
incorporated information about early ankle
mobilisation, including advice for home exercises (for
which patients received written instructions) and
early weight bearing. Participants were encouraged
to start these activities as early as possible, and to
increase their activity level gradually. In general
practice the ankle was protected by a tape or
bandage if considered necessary by the physician,
and in the emergency department the ankle was
protected with a brace (Active Ankle Trainer,
Louisville, US).
Patients in the physical therapy group participated
in an individual and progressive training programme
supervised by a physiotherapist, using a standardised
protocol, which was based on guidance from the
Royal Dutch Society of Physiotherapists21
(Supplementary Table 1). This programme existed of a
maximum of nine half-hour sessions, within a period of
3 months, and included balance exercises, walking,
running, and jumping.
Outcome assessment
The primary outcome measures were subjective
recovery and occurrence of re-sprains at 3 months
and 1 year of follow-up. Secondary outcome
measures were patients appreciation of the received
treatment, tested and reported instability and range of
motion (ROM) of the ankle joint at 3 months’ follow-up,
and reported instability at 1 year of follow-up.
How this fits in
Ankle injuries are a common problem in general practice. The incidence of ankle
injuries in Dutch general practice is 12.8 per 1000 patients per year. Experimental
studies of ligamentous healing indicate that gradually-increasing and functional
load exercises stimulate healing and increase the strength of ligaments after
injury. It is unclear whether conventional treatment should be supplemented with
supervised functional exercises. This study shows that there is no strong
indication that conventional treatment should be accompanied by supervised
rehabilitation training.
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Questionnaires were administered at baseline at
4 weeks, 8 weeks, 3 months, and 1 year after injury.
Information was asked about: subjective recovery on
a 0–10 point scale (0 represents no recovery and 10
full recovery); re-sprain; the patient’s appreciation of
the received treatment (no, partial, or full appreciation);
and reported instability. Treatment preference before
randomisation (physical therapy, physician, or no
preference at all) was measured at baseline only.
Three months after injury a blinded assessor
performed a standardised clinical examination. The
un-injured ankle was tested first during all tests and in
all patients. All tests were performed barefooted. This
examination included two functional stability tests (a
modification of Romberg’s test,8 and the one-leg hop
test8, 22), and an active ROM test of the ankle.22
Tested instability was assessed by patients
standing on one leg for a maximum of 1 minute with
eyes open, and standing on one leg for a maximum of
30 seconds with eyes closed. Balance time (the time
patients could stand on one leg) was noted and
patients were asked if they experienced the same
feeling of stability in both legs. If not, they were asked
to indicate which leg felt less stable.8
A one-leg hop test (forward jumping and landing on
the same foot five times with each leg) was performed
to assess functional stability. Patients were asked if
they experienced the same feeling of stability in both
legs; if not, they were asked to indicate which leg they
judged as less stable.
For the active ROM test a electronic digital
inclinometer was used (Cybex EDI 320, New York,
US). Sitting with the knees at 0 degrees and the ankle
in maximal plantar flexion, participants performed
maximal dorsal flexion in the ankle. Differences
between sprained and not-sprained ankle scores were
calculated.
Sample size
The study initially aimed at enrolling 158 patients
during an inclusion period of 1 year, divided over two
treatment groups of 79 persons each. This sample
size was calculated to detect a 20% difference (a
suspected decrease from 45% to 25%) between both
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Conventional treatment (n = 53)
Follow up conventional treatment
4 weeks
• Assessed for primary outcome (n = 48)
8 weeks
• Assessed for primary outcome (n = 45)
3 months
• Assessed for primary outcome (n = 48)
Inclusive forwarded:
Re-sprain (n = 52)
Subjective recovery (n = 53)
• Assessed for clinical examination (n = 46)
12 months
• Assessed for primary outcome (n = 41)
Inclusive forwarded:
Re-sprain (n = 52)
Subjective recovery (n = 53)
Received treatment as allocated (n = 47) Received treatment as allocated (n = 45)
Physical therapy (n = 49)
Randomised patients (n = 107)
Conventional treatment (n = 55)
Excluded after randomisation: n = 2
Physical therapy (n = 52)
Excluded after randomisation: n = 3
Follow up physical therapy
4 weeks
• Assessed for primary outcome (n = 39)
8 weeks
• Assessed for primary outcome (n = 34)
3 months
• Assessed for primary outcome (n = 41)
Inclusive forwarded:
Re-sprain (n = 44)
Subjective recovery (n = 49)
• Assessed for clinical examination (n = 40)
12 months
• Assessed for primary outcome (n = 39)
Inclusive forwarded:
Re-sprain (n = 45)
Subjective recovery (n = 49)
Figure 1. Flow of
participants through the
trial.
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groups in the occurrence of re-sprains after 3 months’
follow-up, with a power of 80% (1–β) and a one-tailed
level of significance (α) of 5%.
The 20% difference was based on a study by
Wester et al23 which reported a difference of 29% in
occurrence of re-sprains between a training group
and no-training group after a mean follow-up of
230 days (standard deviation [SD] 62.9). Their
population seemed comparable to the population in
the current study. All patients with an acute lateral
ankle sprain recruited from the local casualty
department were given the usual conventional
treatment and randomised to either a training group
or a no-training group.
Statistical analysis
Data were analysed with researchers being unaware of
participants’ group assignment, using both an
intention-to-treat analysis and a per-protocol analysis
(that is, analysis based only on patients who complete
the entire treatment protocol). For patients with
incomplete datasets or who were lost to follow-up, the
last available data were carried forward.
Patients’ appreciation of the received treatment was
dichotomised (full appreciation versus no or partial
appreciation). Multivariable logistic regression was
used to analyse relationships between dichotomous
outcomes (re-sprain, appreciation of the received
treatment, and dichotomised recovery) and treatment
(conventional treatment alone or combined with
supervised exercises). Multivariable logistic regression
produced odds ratios (OR) as outcome dimensions;
therefore, results are presented as ORs with 95%
confidence intervals (CIs). Risk differences with CIs
were also added, as these are easier to interpret.
Multivariable linear regression was used to analyse
relationships between continuous outcome measures
(subjective recovery and ROM) and treatment.
Characteristic Conventional treatment (n = 53) Physical therapy (n = 49)
Age, years: mean (SD) 37.0 (11.9) 37.0 (11.9)
Body mass index, kg/m2: mean (SD) 25.4 (4.2) 25.1 (3.8)
Interval between injury and baseline, days: mean (SD) 4.6 (2.4) 4.8 (2.3)
Sex, n (%)
Female 22 (42) 21 (43)
Male 31 (59) 28 (57)
Injury grade, n (%)
I, mild 23 (43) 20 (41)
II, moderate 18 (34) 23 (47)
III, severe 1 (2) 3 (6)
Unknown 11 (21) 3 (6)
Patient treatment preference, n (%)
No preference 8 (15) 15 (31)
Conventional treatment 30 (57) 23 (47)
Physical therapy 9 (17) 10 (20)
Unknown 6 (11) 1 (2)
Ankle affected, n (%)
Left 26 (49) 22 (45)
Right 27 (51) 27 (55)
Setting, n (%)
General practice 33 (62) 31 (63)
Emergency department 20 (38) 18 (37)
Ankle protection, n (%)
Tape or bandage 31 (58) 26 (53)
Brace 8 (15) 10 (20)
Ankle load during work, n (%)
No 14 (26) 11 (22)
Light 20 (38) 20 (41)
Heavy 14 (26) 17 (35)
Unknown 5 (9) 1 (2)
Ankle load during sports or hobby, n (%)
No 13 (25) 8 (16)
Light 10 (19) 16 (33)
Heavy 25 (47) 22 (45)
Unknown 5 (9) 3 (6)
Table 1. Baseline characteristics of the study population.
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Potential confounders were age, sex, body mass
index, injury grade, treatment received as preferred,
ankle load during work, and ankle load during leisure
time at baseline. Variables that affected the
univariate relationship (more than 10% change of the
slope or β) were entered the multivariate model. Data
are presented at a two-tailed level of significance (α)
of 5%.
RESULTS
A total of 107 patients were randomised during the
inclusion period. Five of these patients (three from the
physical therapy group, two from the conventional
treatment group) were randomised too early. Although
they reported to have sent the baseline questionnaire
at the time they were randomised, researchers never
received it; therefore, these five patients could not be
included in the analyses. During the trial another five
patients (four from the physical therapy group, one
from the conventional treatment group) were lost to
follow-up, but their last available data were carried
forward in the analyses (Figure 1).
Patients in the physical therapy group received a
mean of 6.1 (SD = 3) treatment sessions (median = 7).
As some participants did not receive the treatment as
initially allocated or crossed over and visited a
physiotherapist during the trial, the treatment received
was not 100% as initially allocated. Those who did not
receive the physical therapy as allocated (n = 4) never
attended the physical therapy practice. Of the patients
assigned to the group with conventional treatment
alone, 11% (n = 6) crossed over and visited a
physiotherapist during follow up (all within the
3 months’ follow-up period).
All patients in both groups received instructions on
home exercises as part of the conventional treatment
at the initial examination. In the group with additional
supervised exercises, 74% (n = 28) of the patients
reported to have done their home exercises regularly.
Most patients in the group with conventional treatment
alone (82%; n = 36) reported that in the first 3 weeks
after injury they rarely or never did their home
exercises.
Participants’ baseline characteristics (Table 1)
indicate that both groups are well balanced regarding
their demographic and clinical variables.
After 12 months’ follow up there were five patients
(one from the conventional treatment group and four
patients of the physical therapy group) who only filled
in their baseline questionnaire. Therefore, outcome
measures could not be carried forward.
For the per-protocol analysis, six patients of the
conventional treatment group and four patients of the
physical therapy group who did not adhere to the
treatment protocol were excluded.
Treatment effect after 3 months
For all outcomes after 3 months no confounder was
identified. Data for the primary and secondary
outcomes at 3 months’ follow-up are given in Table 2.
No significant difference was found between
treatment groups for subjective recovery (Figure 2),
occurrence of re-sprains (Figure 3), tested instability,
reported instability (Figure 4), or ROM.
A significant difference was observed in the
appreciation of the received treatment in favour of the
supervised exercises: 68% patients from the
conventional treatment group and 91% patients from
the physical therapy group fully appreciated the
received treatment. OR for appreciation of the
received treatment was 4.69 (95% CI = 1.41 to 15.5) in
favour of the physical therapy group.
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Conventional Physical Univariate Risk
Outcome, follow-up treatment therapy analysis difference
n (%) n (%) OR (95% CI) AR% (95% CI)
Re-sprain, 3 months 14 (27) 10 (23) 0.80 (0.31 to 2.03) –4.2 (–21.5 to 13.1%)
Re-sprain, 12 months 16 (31) 13 (29) 0.91 (0.38 to 2.19) –1.8 (–20.1 to 16.4%)
Reported instability, 3 months 34 (64) 32 (65) 1.05 (0.47 to 2.37) 1.2 (–17.4 to 19.7%)
Reported instability, 12 months 30 (57) 26 (53) 0.87 (0.40 to 1.89) –3.5 (–22.9 to 15.8%)
Tested instability, 3 months 26 (57) 18 (45) 0.63 (0.27 to 1.48) –11.5 (–32.6 to 9.5%)
Full treatment appreciation, 32 (68) 40 (91) 4.69 (1.41 to 15.5)b 22.8 (7.0 to 38.7%)
3 months
Mean (SD) Mean (SD) Mean difference (95% CI) Effect size (95% CI)
Subjective recovery, 3 months 7.8 (2.4) 8.2 (2.4) 0.33 (–0.60 to 1.27) 0.14 (–0.25 to 0.54)
Subjective recovery, 12 months 8.6 (1.9) 8.3 (2.8) –0.28 (–1.22 to 0.66) –0.12 (–0.51 to 0.28)
ROM difference, 3 monthsc 3.7 (8.0) 1.9 (6.1) –1.82 (–4.96 to 1.32) –0.25 (–0.69 to 0.18)
aPrimary outcomes in bold. bP≤0.05. cInjured ankle versus non-injured ankle. ROM = range of movement. AR = absolute risk.
Table 2. Outcomes after 3 and 12 months’ follow-up with univariate analysis.a
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When subjective recovery is dichotomised (10
representing full recovery versus a score below 10)
19% patients from the conventional treatment group
and 33% from the physical therapy group reported
full recovery. OR of full recovery was 2.09 (95% CI =
0.84 to 5.18). When 9 was used as cut-off score
instead of 10, 60% patients from the conventional
treatment group and 59% from the physical therapy
group reported full recovery, with an OR of 0.95 (95%
CI = 0.43 to 2.10).
Using per-protocol analysis, the mean subjective
recovery score (possible range from 0 to 10) for the
conventional treatment group was 8.1 (SD 2.2) and for
the physical therapy group was 8.4 (SD 2.0); mean
difference was –0.34 (95% CI = –1.21 to 0.54). OR for
re-sprains was 0.99 (95% CI = 0.37 to 2.65). Similar to
the intention-to-treat analysis, a significant difference
was found in the appreciation of the received treatment
with an OR of 3.48 (95% CI = 1.01 to 12.0). Tested and
reported instability between both groups showed no
significant difference; ORs were 0.66 (95% CI = 0.27 to
1.61) and 1.02 (95% CI = 0.44 to 2.37) respectively.
Treatment effect after 1 year
For all outcomes after 1 year no confounder was
identified. Data for the primary and secondary
outcomes at 12 months’ follow up are given in Table 2.
No significant difference was found between both
groups in subjective recovery (Figure 2), occurrence of
re-sprains (Figure 3), or reported instability (Figure 4).
Forty-two per cent of patients from the conventional
treatment group and 53% from the physical therapy
group reported full recovery when a score of 10 on a
11-point scale represents full recovery. OR of full
recovery was 1.59 (95% CI = 0.73 to 3.49). If a score
of 9 or 10 represents full recovery, 72% patients from
the conventional treatment group and 74% patients
from the physical therapy group reported full recovery,
with an OR of 1.20 (95% CI = 0.51 to 2.84).
Similar to the intention-to-treat analysis, no
significant difference was found using the per-protocol
analysis. Mean difference for subjective recovery was
0.13 (95% CI = –0.79 to 1.04); OR for re-sprains was
1.10 (95% CI = 0.44 to 2.74); and OR for reported
instability was 0.84 (95% CI = 0.37 to 1.91).
DISCUSSION
Summary of main findings
This study showed that usual care combined with
supervised exercises compared with usual care alone
at 3 months and 1-year of follow up after an acute
lateral ankle sprain did not indicate clinically-
meaningful differences in the occurrence of re-sprains
or in subjective recovery in patients consulting a GP or
the emergency department. However, due to the large
CI of the risk difference for re-sprains after 3 months’
follow up, there is a slight possibility that usual care
combined with supervised exercises is the preferred
treatment option for this population. In support of this
approach, patients’ appreciation of the received
treatment was higher for those who consulted the
physiotherapist for supervised exercises than those
who received usual care.
Strength and limitations of the study
A few limitations of the present study should be
noted. Due to financial and time restrictions,
researchers had to finish the (already extended)
inclusion period before 158 patients were included.
Nevertheless, this trial is still one of the largest in the
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follow-up.
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rehabilitation training. Sample size calculation was
based on a 20% decrease (45 to 25%) in occurrence
of re-sprains, as found by Wester et al who had a
comparable population to the current study.23 The
occurrence of re-sprains in the conventional
treatment group was lower than expected (27% after
3 months, 31% after 12 months). Compared with the
control group only, an additional decrease of 4% after
3 months and only a decrease of 2% after 12 months
in occurrence of re-sprains was seen in the group
receiving supervised exercises. The magnitude of this
difference indicates that adding supervised exercises
to conventional treatment does not lead to clinically-
relevant improvements. From the 95% CI of the
difference (–21.5 to 13.1%) it may be concluded that
a true population difference of 20% is not very likely
with this intervention.
Comparison with existing literature
The main findings in the present study are concordant
with several other studies.24–27 These studies found no
difference in occurrence of re-sprains or subjective
instability between groups. Nilsson24 examined elastic
wrapping alone versus elastic wrapping combined
with supervised exercises in patients who consulted
the emergency department after 4.3 months and
3 years’ follow up. Oostendorp25 compared plaster
bandage alone with plaster bandage combined with a
standardised exercise programme in patients who
were injured during high-risk sport and referred to a
physiotherapist after 3 months. Eiff et al26 conducted
their trial at a military centre, and Konradsen et al27
treated 80 patients with grade III lateral ligament
ruptures: both studies compared early mobilised and
immobilised patients after 12 months’ follow up.
Other studies reported more positive results.
Holme et al28 and Reinhardt et al29 reported diminished
re-sprains and less instability in the training group
after 3 months’ follow- up. However, the participants
in these studies were, respectively, recreational
athletes, and recruits and professional soldiers.
Patients in the intervention group of Holme et al28
participated in a supervised-exercises group for
1 hour twice weekly, compared with the current study
which conducted a maximum of nine half-hour
sessions within in a period of 3 months. Oostendorp25
reported, in contrast to the results after 3 months’
follow up, a significant difference in ‘fear of the ankle
giving way’ after 6 months’ follow up. The 24
participants included in Oostendorp’s study
exclusively had a grade I or II sprain, were aged
between 15 and 30 years, and were injured during
volleyball, basketball, handball, or soccer.
Wester et al23 and Holme et al28 reported fewer re-
sprains after 12 months’ follow up. Wester et al also
reported less instability after 12 months in the 48
patients who completed the study. All were active in
sport for at least 2 hours a week, patients with
clinically demonstrable ankle instability were
excluded, and the treatment only consisted of
wobble-board training. The differences in outcome
between the current study and these studies could be
due to the smaller number of patients in those
trials,8,23,28,29 specific patient groups,23,25,28,29 different
settings,25,29 and different interventions.23,25,28
These latter studies demonstrate that specific
patient groups (people involved in sport) may benefit
from early ankle mobilisation combined with
supervised exercises. In line with these studies is the
study of Verhagen et al30 which found that a
proprioceptive balance-board training programme
does not have a primary preventive effect. Instead, the
programme was thought to have a rehabilitative effect,
as the training programme led to a lower incidence of
ankle sprains for volleyball players with a history of
ankle sprains.
To demonstrate benefits for a specific patient group
in the current study, subgroup analyses are needed.
For example, subgroups classified by injury grade or
level of sport practice at baseline. Such subgroup
analyses did not lead to any significant differences.
These analyses were explorative and were based on
very small numbers. Therefore, no meaningful
conclusion can be made based on subgroup analysis
in this study.
Furthermore, it is known that the Dutch
conventional treatment as defined in the current study
(early ankle mobilisation, including home exercises
and early weight bearing) differs from the
conventional treatment in other countries, which is
much less involved. In the current study the difference































instability at 4 weeks,
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intervention is less extreme compared with other
studies. Therefore, this could explain why no
difference was found between conventional treatment
and intervention, while other studies have found a
difference.
Implications for future research or clinical
practice
This study was not large enough to perform
meaningful subgroup analyses. However, a trial such
as this in a specific subgroup would be of value. This
study showed that after 1 year of follow up, some
patients still had complaints relating to their initial
injury. Factors causing persistent complaints are
largely unknown. Therefore, a study to evaluate
prognostic factors for poor recovery and occurrence
of re-sprains is needed. The information derived from
such a study could be used to determine a high-risk
population for non recovery or re-sprain. Such a
group may be a subgroup of interest for specific
interventions.
Until further research is carried out, results from this
and previous studies suggest that there is no strong
indication that conventional treatment should be
accompanied by supervised rehabilitation training.
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